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earned patent term adjustment See 37 CFR 1.704(b). 
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1 )^ Responsive to communication(s) filed on 24 August 2005 . 
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3) 0 Since this application is in condition for allowance except for formal nnatters. prosecution as to the merits is 
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10) 13 The drawing(s) filed on 04 January 2005 is/are: a)S accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 01/04/05 was filed 
before the first office action on the merits. The submission is in compliance with the 
provisions of 37 CFR 1.97. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zadno-Azizi et al. (USPN 5,833,644) in view of Keown (USPN 5,667,521). 

Zadno-Azizi et al. disclose an aspiration catheter comprising a main shaft 282, a 
guidewire shaft with a guidewire lumen 286, and a hub at the proximal end of the shaft 
282 wherein the tip of the main shaft Is obliquely cut and the guidewire shaft is 
posifioned at the distal end of the main shaft. Zadno-Azizi et al. show the L2 /LI 
greater than or equal to 0.6 and discloses that the guidewire lumen can be as short as 
5cm ( 50mm) or as long as 30cm or longer. However L2-L1 is not <= 5 mm. Keown 
discloses a rapid exchange catheter with a variety of different lengths for the guidewire 
lumen. Specifically , Keown shows the different guidewire lengths in figures 9A to 9E. 
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Keown teaches that a short guidewlre lumen results in less friction and a faster 
exchange, pinching of the guidewire is minimized as the catheter is being removed 
through the tortuous path thereby tending to minimize pulling out the guidewire upon 
withdrawal of the catheter. It would have been obvious to one of ordinary skill in the 
guidewire art to modify the length of the guidewire shaft of Zadno-Azizi et al. as taught 
by Keown in order to provide less friction, faster exchange , minimized pinching of 
guidewire through the tortuous pathway. Further, optimization within prior art conditions 
through routine experimentation is well known. Generally, differences in lengths will not 
support the patentability of subject matter encompassed by the prior art unless there is 
evidence indicating such length is critical. Where the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or wori^able ranges 
by routine experimentation. 

With respect to claim to 2, it would have been an obvious choice of design 
through routine experimentation to modify the length of the tip of the bevel as claimed in 
order to provide an optimal length as desired for use in the intended target area. 

With respect to claims 3 and 4, Zadno-Azizi et al. does not disclose a 
radiopaque marker in the guidewire shaft. Keown discloses a radiopaque marker on 
the catheter in order to visualize where distal portion of the catheter is by fluoroscopy. It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to put a radiopaque marker on the guidewire shaft ( specifically on the distal 
portion on the catheter ) as taught by Keown in order to provide a means for 
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visualization the location or guiding of the distal portion of the catheter under 
fluoroscopy. 

Claims 5-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zadno-Azizi et al. ( USPN 5,833,644) in view of Keown ( USPN 5,667.521) and further 
in view of Sepetka et al. ( USPN 5.308,342). 

Zadno-Azizi et al. in view of Keown discloses the invention as substantially 
claimed. However, Zadno-Azizi et al. in view of Keown is silent to the flexural modulus 
of 1GPa or more. Sepetka et al. discloses a catheter comprising a proximal portion 
with a flexural modulus of 1 .5 or 1 .8 Gpa to provide the stiffest portion at the proximal 
portion in order to provide for to provide for better control and trackability and flexibility 
when traversing the tortuous pathways. It would have been obvious to one of ordinary 
skill in the catheter art to modify the main shaft of the Zadno-Azizi et al. in view of 
Keown with a flexural modulus of greater than IGpa in as taught by Sepetka in order to 
provide for better control, flexibility and less kinking of the catheter traversing the 
tortuous pathways within the patient. 

Claims 9-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zadno-Azizi et al. ( USPN 5.833,644) in view of Keown ( USPN 5,667,521) in view of ( 
Weaver et al. ( USPN 5,536,248). 

Zadno-Azizi et al. in view of Keown discloses the invention as substantially 
claimed. However, Zadno-Azizi et al. in view of Keown is silent to a hydrophilic coating 
at least on the distal portion of the main shaft. Weaver et al. disclose a hydrophilic 
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coating on the distal portion of the catheter which serves the function of softening the 
catheter body so as to increase its suppleness and kink resistance and lubricity. 
Further, the softened distal portion is less traumatic to the tissue within the body 
passage. It would have been obvious to one of ordinary skill in the catheter art at the 
time the invention was made to modify the distal portion of catheter of Zadno-Azizi et 
al. in view of Keown with a hydrophilic coating as taught by Weaver et al. in order to 
provide a lubricious catheter to traverse the tortuous pathways with link resistance. 

Claims 13-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zadno-Azizi et al. ( USPN 5,833,644) in view of Keown ( USPN 5,667,521) and further 
in view of Sepetka et al. ( USPN 5,308,342). 

Zadno-Azizi et al. in view of Keown and further in view of Sepetka et al. disclose 
the invention as substantially claimed. However Zadno-Azizi et al. in view of Keown and 
further in view of Sepetka et al. is silent to a hydrophilic coating at least on the distal 
portion of the main shaft. Weaver et al. disclose a hydrophilic coating on the distal 
portion of the catheter which serves the function of softening the catheter body so as to 
increase its suppleness and kink resistance and lubricity. Further, the softened distal 
portion Is less traumatic to the tissue within the body passage. It would have been 
obvious to one of ordinary skill in the catheter art at the time the invention was made to 
modify the distal portion of catheter of Zadno-Azizi et al. in view of Keown and further in 
view of Sepetka et al. with a hydrophilic coating as taught by Weaver et al. in order to 
provide a lubricious catheter to traverse the tortuous pathways with link resistance. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LoAn H. Thanh whose telephone number is (571) 272- 
4966. The examiner can normally be reached on Mon. - FrI. (First Friday off)- 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on (571) 272-4977. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). __p| f] 
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Primary Examiner 
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